

Quality Manual 
(Insert manufacturer name & logo)
Organisation   DOC48 


ORGANISATION

background

(Insert manufacturer’s name) is located at (Insert manufacturer’s address). The primary function of (Insert manufacturer’s name) is to manufacture biotherapeutic products for (Insert end user names).
Quality policy

(Insert manufacturer’s quality policy)

e.g.  (Insert manufacturer’s name) is committed to establishing optimum outcomes in the manufacture of cell and tissue therapeutic products and ensuring compliance with the licensing standards of the  (Insert applicable license standards) e.g. regulatory Therapeutic Goods Act 1989, Therapeutic Goods Administration Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products and FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration. 

quality objective

(Insert manufacturer’s name) quality objective is to ensure that quality assurance practices are the driving force in achieving the goals of the Vision, Mission and Value statements in the Introduction to this Quality Manual. The primary function of quality assurance is to ensure the safety and quality of therapeutic products manufactured by (Insert manufacturer’s name). 

organisation and management

(Insert manufacturer’s name) functional organisational chart is included in this document.

Financial and human resource services are provided by (Insert applicable name). 

Workplace safety is organised through (Insert applicable name). (Insert manufacturer’s name) safety procedures are documented in the Safety Manual, along with the Internal Action Plan for (Insert manufacturer’s name). 

(Insert manufacturer’s name) is a (Insert applicable licensees names) manufacturing site for (Insert name of corporate entity as applicable). The manufacturing activities are managed by the (Insert manufacturer’s name) Facility Director (Production Manager), Quality Manager and Scientist in Charge.
Agreements with external affiliated clinical programs and collection or storage services are documented in Service Agreements DOC29. 

RESPONSIBILITIES

Responsibilities of key personnel are documented in their job descriptions. Following is a summary for key positions. Lines of authority are shown in the organisation chart. 
The quality and production nominees are specified in the TGA manufacturing licence. The nominees are different persons and neither is responsible to the other. 

All key personnel are required to regularly participate in educational activities related to their professional responsibilities.

Facility Director

The Facility Director is responsible for: 
· all (Insert manufacturer’s name) procedures and administrative operations 

· quality management of the facility

· financial management and budgeting

· defining procedures to assess biotherapeutic products for safety and quality and document that products meet predetermined release criteria.

· compliance with (Insert applicable regulatory licenses) e.g. Therapeutic Goods Administration (TGA) licensing regulations, FACT-JACIE accreditation standards and other applicable laws and regulations.
· consulting with (Insert relevant groups e.g.  medical, nursing and other personnel) regarding manufacturing and product requirements

· authorising release of therapeutic products 

· planning for future manufacturing requirements.

The Facility Director, in conjunction with the Quality Manager and the Medical Director, is responsible for developing (Manufacturer’s name)  policy. 

The Facility Director reports to (Insert applicable name).
Medical Director

The Medical Director of (Insert manufacturer’s name) is responsible for medical aspects relating to the facility. 

Quality Manager (TGA quality nominee)
The Quality Manager responsibilities: 

· review compliance with Therapeutic Goods Administration (TGA) licensing regulations 

· approve or reject, as appropriate, materials and therapeutic products

· evaluate process records

· ensure all necessary testing is carried out

· approve specifications, sampling instructions, test methods and other quality procedures

· approve and monitor subcontractors and suppliers, including annual review of service agreements

· ensure maintenance of the quality management systems and equipment

· ensure appropriate validations are done

· ensure required initial and continuing training of quality personnel is carried out

· review risk assessment and management 

· management of product recall

· quality management of clinical trials

· consult with government and external regulatory agencies 

· advise on the development of policies, codes and regulations for biotherapeutic products.
The Quality Manager reports on quality management to the (Insert manufacturer’s name) Executive Management Committee. 
Quality Coordinator (FACT quality management supervisor) 
The Quality Coordinator responsibilities:

· manage quality systems for document control, compliance management, internal audits and control of records

· provide quality management support to affiliated cellular therapy clinical programs and collection services

· review validation studies

· review service agreements

· administer the (Insert manufacturer’s name)  quality management software application

· manage the internal audit program for the (Insert manufacturer’s name) and affiliated clinical programs

· provide quality management and internal auditor training 

· assist the Quality Manager. 

The Quality Coordinator provides quality management reports to the (Insert manufacturer’s name) Management Review Meeting and to the management of affiliated clinical programs.

The Quality Coordinator reports to the Quality Manager.

Quality Officer

The Quality Officer assists and reports to the Quality Coordinator. 
Scientist in Charge / Production Manager (TGA production nominee)

The Scientist in Charge responsibilities:

· ensure products are manufactured and stored according to the appropriate documentation in order to obtain the required quality
· develop and approve procedures relating to production operations and ensure strict implementation

· ensure the (Insert manufacturer’s name)  facilities and equipment are maintained and compliance management is recorded
· ensure the appropriate validations are performed
· ensure required initial and continuing training of production personnel is carried out

· coordinate collation of manufacturing data and report preparation 

· inform the Facility Director, Quality Manager or Quality Coordinator of any situation which may impact on the quality and safety of the product.
The Scientist in Charge chairs the (Insert manufacturer’s name) Staff Meetings. 

The Scientist in Charge reports to the Facility Director.
Senior Scientists

Senior Scientist responsibilities:

· perform procedures for the manufacture of products in accordance with regulatory requirements 

· liaise with medical, nursing and other personnel regarding manufacturing and product requirements 

· inform the Facility Director or Scientist in Charge of any situation which may impact on the quality and safety of the product 

· develop standard operating procedures 

· supervise and train staff members.  

Scientists

Scientist responsibilities:

· perform procedures for the manufacture products in accordance with regulatory requirements 

· perform facility and equipment maintenance.

· inform the Facility Director or Scientist in Charge of any situation which may impact on the quality and safety of the product. 

(Insert manufacturer’s name)  Deputies

In the absence of a senior staff member, designated personnel will be allocated to perform required duties.   

· Facility Director, Quality Coordinator or Quality Officer will deputise for the Quality Manager. 

· Facility Director or Senior Scientist will deputise for the Scientist in Charge.  

· Quality Manager and Scientist in Charge will perform the duties of the Facility Director.
· An appropriate medical person will be nominated to deputise for the Medical Director.

· Quality Officer will deputise for the Quality Coordinator.

COLLECTION AND STORAGE SITES

The Facility Director and the Scientist in Charge are responsible for ensuring the procedures conducted at collection and storage sites meet final product requirements.

Meetings between collection site staff and (Insert manufacturer’s name) management staff are scheduled, as required, to ensure regulatory and product requirements are achieved.

In addition to the collection sites recorded in Service Agreements, HPC collections may be performed at other Australian/international collection sites recognised by the Australian Bone Marrow Donor Registry (ABMDR).
hpc transplant programs

(Insert manufacturer’s name) is responsible for the manufacture and storage of HPC products for transplant programs at (Insert applicable name) and is the processing site for (Insert applicable name).
Clinical governance of the HPC transplant program is the responsibility of the medical director of the transplant program at each hospital. The transplant program director oversees the collection, manufacture and transplantation of HPC products and directs regarding transplant activity and requirements. 

The (Insert manufacturer’s name)   Facility Director liaises closely with the transplant program team at each hospital and provides reports to the transplant program director. The (Insert manufacturer’s name) Quality Coordinator assists with quality management of the transplant programs. 

MANAGEMENT REVIEW

Management review is an essential tool for managing (Insert manufacturer’s name) activities and achieving stated objectives. Management reviews are incorporated into the monthly Management Review Meetings and relevant items are also discussed during (Insert manufacturer’s name) Staff Meetings.  In general, these meetings are held in (Insert room name).  

Findings from internal and external audits are reviewed, along with issues identified in the compliance management program. The review is also a forum for reassessment of goals, anticipation of future needs and resource requirements, and ensuring continued compliance with regulatory requirements and ethical responsibilities. Reviews are recorded in the meeting Minutes.

(Insert manufacturer’s name) Executive Management Committee (meets annually)

Membership:

(Insert manufacturer’s name) - Medical Director (Chair)

(Insert manufacturer’s name) - Quality Manager (Secretary)

(Insert manufacturer’s name) - Facility Director
(Insert manufacturer’s name) - Co-Director

(Insert applicable Allied service departments) -  Head of Department
Representative – (Insert manufacturer’s name) Biosafety Committee

Representative – (Insert manufacturer’s name) Infection Control Committee
(Insert manufacturer’s name) Management Review Committee (meets monthly)

Membership: 


(Insert manufacturer’s name) – Medical Director (Chair)

(Insert manufacturer’s name) – Quality Manager (Secretary)

(Insert manufacturer’s name) – Facility Director
(Insert manufacturer’s name) – Scientist in Charge

(Insert manufacturer’s name) – Quality Coordinator

(Insert manufacturer’s name) – Quality Officer

(Insert manufacturer’s name) – Senior Research Scientist
CTTWA Staff Meetings (meets as required, approximately monthly)

Attendees:



(Insert manufacturer’s name) – Scientist in Charge (Chair)

(Insert manufacturer’s name) – Facility Director
(Insert manufacturer’s name) – Quality Manager

(Insert manufacturer’s name) – Quality Coordinator 

(Insert manufacturer’s name) – Quality Officer

(Insert manufacturer’s name)– Senior Scientists, Scientists, Technicians
Organisation chart
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